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0 this study was to dete~rmine the 
n of transient ~~c~ubi~ flora (c 

hand washing procedure with a  marker organis 
14756. 

Forty-five subjects c~~~~~ted the study. 

est articles i 
Code A) an 

as 3456-3 
e B) were 

+ The test a.rGcle evaluated in this study, ide~ti~ed by the sponsor as 3456-38, 
_  (HTR Code A), achieved a 3. 
marker ax&m Sen~ti~ marcescens ATCC 1475 
SeCrSnd dwashing procedure. After If repetitive 
~ed~~ti~~ of the marker organisms was achieved. cond test article 

uated, identified by the sponsor as- Code IQ3 achieved a 
2.6017 log10 reduction of the marker organism following a single 3%second 
~~dwas~~g procedure and a 3.4781 loglo reduction of tie marker ~~g~srn 
after 11 repetitive washes. 

icipated in the ev~~ati~~ of test article W  
fifteen in the evaluation of test article HTR Code B. 
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icals Corporation 

e ~l~cal ~nv~st~gatiQ~~ i~~l~di~g the iltnfomed ~~~~~~~, was reviewed by an 
ns~~tiu~al Review Board in accordame with Title 21 of the Code of Federal 

ul[ations, Parts 50 and 56. Approval by the Board was obtained on JuIy 3 1) 2~~~, 
to initiation of the investigation (see Appendix I). 

This study was cmducted according to applicable Good Clinical, Practices and 
Stmdard Operatkg Pmced-ur-s b sfHi11 Toy> Reseazh, Inc. 

Study Pm&ml was followed (see Appendix 11). 
course of the study. 

e deviations occ during 

ect Nos. 1,3, 5 and 6 wet their hands asker receivin the test product f&- wash 
#I.. The protocol states that the subject will wet their hands before receiving the 
test product. 
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The pr~t~~~~ states that subjects will 
seconds. 

rinsed for 35 s~~~~ds QD wash 
for 15 seconds and rinse for 3 

for only 10 seconds arsd rinsed for 35 se 
The prot~ol states that subjects till wash hands for 15 seconds 
seconds. 

cm wash 6. 
nse for 30 

Code A is descri ed as a thin colorless liquid. 
of HTR Code A, the liquid is scribed as pink. The ~p~~~~~ lot co 
in. the protocol and on HTR Code A. 

inion of the r~vestigat~r, these deviations di 
the study. 

E~gb~ (8~) subjects were enrolled in the pre-test ~~~dit~~~~g phase. ~~~-~ve (45) 
subjects, eleven (1 I) males and ~~-f~~ (34) females who met the study criteria 
were enrolled in tile test phase and ~~rn~leted the study. 

subjects were excluded or ~th~e~ fr 
er and reason each subject was exclud 

The subject’s 
w are sb~~ in 

ScreeningiGo~ditioning Dates: 
Date Initiated: 

ate Completed: 

August 6,20&l 
August 14,200 1 
October II 8,200X 
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8, TEST ARTICLES 

The f~ll~~ng test arkle 
follows was received fi-om iba ~pe~i~~ ~hern~~a~s 

oration on August 2,2001 fur evaluation in this study. The test article assigned 
B was purchased by Hill Top Research on July 2,2001 for use in the study: 

SPonsor Code 

liquid 

Test articles will be reared to sponsor wi n one week of issu~Ge of fural report. 

V’ICRSE EVENTS 

There were nine adverse events reported 
Appendix V). 

A repoti on testing erformed to demonstrate the effectiveness o the ~timi6r~bi%l 
ne-utrafizer used in this study is shown in endix VI. 
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data were stat~sti~a~~y anaIyzed using analysis ofv~~~~~ methods. 
sticaf methods are described below. 

~a~te~~ cm.mts recovered from the hrzn s were ~~f~~ed 
used in the statistica a~@&s were the averages of each s~bje~t’s right ajnd left- 
log10 connts. Analysis of vari were used 10 evaluate the 

~~~ctive~~ss of each treatment as a ction of the number of treatments (~~~ 
treatment analysis using log10 redu > and to compare the baseline comts of 
su’bjects assigned to the two test articfes. 

ereent r~d~~t~ons of bacterial counts from baseline were also de 

es used in this study were Code A (Lot Code 345648 Fo 
d WTR Code B (Lot Code c’. 

othesis testing was ~~rfo~~d at the a=0.05 fevel. 

~S~TS OF STATISTICAL ANALYSIS 

Baseline Bacterial Log Count Comparison 
The source data for the basefine analysis were tkte average log10 vahes for the right 
and left hands of each subject. Potential difkrences among the treatment groups at 
baseline were examined using a one-factor analysis of varia3lce procedure. 

Mean Lo~lo Baseline Counts 
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F STATrST~~~L A 

0 r~d~~tio~s~ were evaluated by analysis of variance t~~~~~~s to 
existences if any, of s~g~~~~~t differences between test washes for each 

e d~ffe~~~~es -Erom baseline and the p-vahes &om the 

12.3 
of ba~t~~ia~ CO 

limits are presented below. 
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The Data ction Forms for each subject selected for the study is sbo~ in 

Appendix VIII-A - Subjects Completing the Study 
Appendix VIII- - Subjects ~x~~~de~w~tbdra~ 

Two test articles were evaluated in this He care Perso ~dw~h Study, 
Code A) identified by the sponsor as 3456-38, Foaming H~dwas~ and (HI’R Code B) 
~de~ti~ed as - 

Thirty subjects p~c~pat~d in the eval~tio~ of test article HTR Code A 
the evaluation oftest article HTR Code B. 

-kst article id~~~~~~d as 3456-38 e A), aliened a 
3J202 log;t0 reduction of the marker cesceybs ATCC 14756 
following a single 30-second h~dwas~g procedure. After 1 I! repetitive wastes a 
2.8070 log10 reduction of the marker org;tisms was achieved. The second test 
ev~~ated, w(I-Io-ITR Code B), achieved a 2.6017 toglo reduction of the marker 
organism following a single 30-second h~dwas~~g procedure and a 3.478 f loglo 
red~~~o~ df the marker organism aAer 11 repetitive washes. 

HILL TOP RESEARCH, INC. 

Investigator 
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